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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse SEQ ID NO: 14 filed on July 12, 2006 is 
acknowledged. Since applicant's argument is persuasive, the species election 
requirement is withdrawn and search is expanded to other species in the claims. 

Claims 1, 2, 6, 12-14, 18 and 20 are pending and examined. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims12 and 20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

As currently construed claim 12 depends on claim 1 , whose scope is limited to 
two species (i.e. SEQ ID NO: 1 and 2). However, the limitation "the molecule 
specifically hybridizes to a coding sequence comprising SEQ ID NO: 15" makes the 
property boundary of claim 12 vague and confusing. The hybridizing molecules would 
be genus that the two species in the base claim belong to. If the purpose of claim 12 is 
to characterize the two species of the base claim to hybridize to SEQ ID NO: 15, then 
claim 12 does not further limit the base claim because the scope would be identical. If 
the claimed invention is all hybridizing molecule to SEQ ID NO: 15, then scope of the 
claim 12 is outside of the base claim. 



Application/Control Number: 10/628,066 Page 3 

Art Unit: 1642 

For the purpose of this Office action, the Office interprets the scope of claim 12 is 
not limited to the two species of the base claim. However, this treatment does not 
relieve applicant the burden of responding to this rejection. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 12-14, 18, and 20 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

Claims 12-14, 18, and 20 are interpreted as drawn to a genus of DNA molecules 
with various degrees of variations from SEQ ID NO: 1, 14, or 15. 

The applicable standard for the written description requirement can be found: 
MPEP 2163; University of California v. Eli Lilly, 43 USPQ2d 1398 at 1407; PTO Written 
Description Guidelines; Enzo Biochem Inc. v. Gen-Prove Inc., 63 USPQ2d 1609; Vas- 
Cath Inc. v. Mahurkar, 19USPQ2d 1 1 1 1 ; and University of Rochester v. G.D. Searle & 
Co., 69 USPQ2d 1886 (CA FC 2004). 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
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structure/function correlation, methods of making the claimed product, or any 

combination thereof. In this case, the only factor present in the claim is partial structure 

of " specially hybridizes" in claim 12, and "at least about 500 nucleotides" of SEQ ID 

NO: 1 in claim 13. There is not even identification of any particular portion of the 

structure that must be conserved in order to have the recited function in claim 13. As 

for claim 12, the genus of partial structures is not distinguishing identifying 

characteristics, i.e. no function/structure correlation. Accordingly, in the absence of 

sufficient recitation of distinguishing identifying characteristics, the specification does 

not provide adequate written description of the claimed genus. 

In addition, the specification has following definition: 

"A "coding sequence" or "coding region" refers to a nucleic acid molecule having 
sequence information necessary to produce a gene product, when the sequence is 
expressed. 

Claim 2 suggests that at least one species of a coding sequence is protein 
sequence. However, the specification does not teach which protein is being encoded 
by SEQ ID NO: 15. There are six possible protein encoding sequences in SEQ ID NO: 
15. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
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above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of nucleic acid molecules, given that the specification has only 
described SEQ ID NO: 1 and 14. Therefore, only isolated nucleic acid comprising SEQ 
ID NO:1 and 14, but not the full breadth of the claim meets the written description 
provision of 35 U.S.C. §1 12, first paragraph. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 12-14, 18, and 20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by WO 87/07643 (A1 of IDS). 

Claims 12-14, 18, and 20 are interpreted as drawn to DNA molecules similar to 
SEQ ID NO: 1, 14 or 15. 

WO 87/07643 teaches a DNA molecule that hybridizes to SEQ ID NO: 15. Note 
the attached sequence alignment. Although claim 13 recite "a fragment of at least 500 
nucleotides of SEQ ID NO:1", it is not clear whether the claimed invention is limited to at 
least 500 contiguous nucleotides of SEQ ID NO: 1 or at least 500 nucleotides that has a 
part of SEQ ID NO: 1. Since claim 20 depends from claim 13, and broadly drawn to any 
hybridizing molecule to a coding sequence of SEQ ID NO: 15, it is the Office's position 
that nucleic acid disclosed in WO 87/07643 meet the limitation. Since the claimed 
structure and the DNA structure taught by WO 87/07643 are same, the DNA structure 
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inherently has the promoter activity, especially given that WO 87/07643 teach 5' 
untranslated region at Fig. 1. 

Allowable Subject Matter 

Claims 1 , 2 and 6 are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MISOOK YU, Ph.D. 
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